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1. This opinion contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Rule 436/j.l(a)(i) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
Certain observations on the international application 

2. FURTHER ACTION 

If a demand for international preliminary examination is made, this opinion will be considered to be a written opinion of the 
International Preliminary Examining Authority ("IPEA") except that this does not apply where the applicant chooses an 
Authority other than this one to be the IPEA and the chosen IPEA has notified the International Bureau under Rule 66. 1 bis(b) 
that written opinions of this International Searching Authority will not be so considered. 

If this opinion is, as provided above, considered to be a written opinion of the IPEA, the applicant is invited to submit to the 
IPEA a written reply together, where appropriate, with amendments, before the expiration of 3 months from the date of mailing 
of Form PCT/IS A/220 or before the expiration of 22 months from the priority date, whichever expires later. 
For further options, see Form PCT/ISA/220. 

3. For further details, see notes to Form PCT/ISA/220. 
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International application No. 
PCT/US04/3309I 



Box No. 1 Basis of this opinion 



I. With regard to the language, this opinion has been established on the basis of: 
the international application in the language in which it was filed 

a translation of the international application into , which 

international search (Rules 1 2.3(a) and 23. 1(b)). 



is the language of a translation furnished for the purposes of 



2 K2S£ ST disclosed in *• ta,emationa ' appUcation - * *. o.a imed 

a. type of material 
□ a sequence listing 

table(s) related to the sequence listing 

b. format of material 

on paper 

in electronic form 

c. time of filing/furnishing 
d contained in the international application as filed 

□ 

filed together with the international application in electronic form. 
□ furnished subsequently to this Authority for the purposes of search. 



3D sssasr^- 

4. Additional comments: 



Form PCT/ISA/237(Box No. I) (April 2005) 
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Box No. IV Lack of unity of invention 



International application No. 
PCT/US04/33091 



1 . LXJ response to the invitation (Fonn PCT/ISA/206) to pay additional fees the applicant has, within the applicable time limit 
I I paid additional fees 

□ paid additional fees under protest and, where applicable, the protest fee 

□ paid additional fees under protest but the applicable protest fee was not paid 
1^3 not paid additional fees 

2 ' D ™2£2£? *" *" reqUiremem ° f ° f inVenti ° n iS " 0t «» - d *- not to invite the apphcant to 

3. This Authority considers that the requirement of unity of invention in accordance with Rule 1 3.1 13 2 and 13 3 is 
□ 

complied with 
[3 n °t complied with for the following reasons: 

See the lack of unity section of the International Search Report(Form PCI7ISA7210) 



4. Consequently, this opinion has been established in respect of the following parts of the international application- 
I | all parts. 

the parts relating to claims Nos. 1-34 



Form PCT/ISA/237 (Box No. IV) (April 2005) 
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International application No. 
PCT/US04/33091 



Box No. V Reasoned 'statement under Rule 43 W,.l(a)(i) with regard to novelty, inventive step or industrial 
apphcability; citations and explanations supporting such statement 



I. Statement 



Novelty (N) 
Inventive step (IS) 
Industrial applicability (IA) 



Claims 32 and 34 



Claims 1-31 and 33 



_YES 
_NO 



Claims NONE 
Claims 1-34 



Claims 1-34 



Claims NONE 



_YES 
_NO 

_YES 
_NO 



2. Citations and explanations: 
Please See Continuation Sheet 



Form PCT/ISA/237 (Box No. V) (April 2005) 
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Supplemental Box " " 

Incase the space in any of the preceding boxes is not sufficient. 



International application No. 
PCT/US04/33091 



V. 2. Citations and Explanations 
Claims 



Some claims -^er drawn to mdente^ of h^^^^^X^. * bXUmD - and ' lyPSin - 
TTe Hepatol WSSS t^^SVAO^Z Sf ^ ".Tr ^ CeU <*"~> 

assays including carcinogenesis and drug testing (col L 4Jines 20-25) document suggests the use of hepatocyte in various 

rEj !" 3 !. and , 3 i ' a f n ° VeIty Under PCT Article 33 < 2 > 33 bein 8 anticipated by Mills et al 
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Supplemental Box " * 

In case the space in any of the preceding boxes is not sufficient. 



International application No. 
PCT/US04/33091 



V. 2. Citations and Explanations: 

Claims 1-8 12-21 23-25, 28 and 30 lack novelty under PCT Article 33(2) as being anticipated bv US 5 665 589 m*™ * *n 

assays including carcinogenesis and drug testing (col L 4°Hn« 20-2? ^ **" ™ various 

Claims 1-3 1 1 and 33 lack novelty under PCT Article 33(2) as being anticipated by Mills et al. 

albunl " V6 ^ at ^"JT ? V4 £ Tag DNA ' ** retains enzvmatic «*vity including cytochTme S Xnroduls 

cell he with regard to enzymatic activity andplasma protein production within the meaning of the claims ^ * 

a.) in view^f "I SS^^ ""^ PCT ^ *» " «**" ° VCT Mi " S « * -** » WW (H-* et 
isnonmmo^ni^ 



